[image: ]Appendix Q
Request to Review Research
Proposal/Project


	[bookmark: Text1][bookmark: _GoBack][bookmark: Text5]1. Principal Investigator/Program Director:     				2.  Mail routing:     


	[bookmark: Text3][bookmark: Text4][bookmark: Text6]3.  Telephone:      		Ext.      	                  4.  E-mail:     


	[bookmark: Check1][bookmark: Check2][bookmark: Check3][bookmark: Check4][bookmark: Check5]5.  VA Appointment:  (check one)	|_| Full-time	|_| Part-time   |_| WOC   |_| Consultant   |_| Contract

	[bookmark: Text7]6.  Status of PI in Proposal:       (01) = Awardee or initiator;  (02) Not Awardee (i.e., participant in Coop Study)


	[bookmark: Check6][bookmark: Check7]7.  Type of Submission:  |_|  New	|_| Renewal of Active Project


	[bookmark: Text8]8.  Project Title:       


	[bookmark: Text9][bookmark: Check8]9.  Co-Principal Investigators:     						|_| Check if at another VAMC	


	10.  Contact person/Study Coordinator (if  other than the Principal Investigator):  
[bookmark: Text10][bookmark: Text11][bookmark: Text12][bookmark: Text13]Name:         			E-mail:     			Telephone:     		Mail routing:     


	[bookmark: Text14]11.   Anticipated Starting Date:       (mm/dd/yy)




12.  Funding Source and Funding Administration:(See separate Funding Source Code Sheet (Appendix P))
	Source Code
(4 digits)
	Name of Sponsoring Organization/Grantor
	Admin Code
(2digits)
	Name if Admin Code is 08

	[bookmark: Text15]     
	[bookmark: Text16]     
	[bookmark: Text17]     
	[bookmark: Text18]     

	[bookmark: Text19]     
	[bookmark: Text20]     
	[bookmark: Text21]     
	[bookmark: Text22]     

	
	
	
	



13.  Project Uses:  If Animal Subjects is “Yes” complete #16.
	Human Subjects
	[bookmark: Check9][bookmark: Check10]|_|Yes	|_|No
	Animal Subjects
	[bookmark: Check17][bookmark: Check18]|_|Yes	|_|No	

	Human Blood, Tissue And/or Fluids	
	
[bookmark: Check11][bookmark: Check12]|_|Yes	|_|No
	Animal Tissue
	|_|Yes	|_|No

	Medical Record/VA Database
	|_|Yes	|_|No
	Radioisotopes
	[bookmark: Check15][bookmark: Check16]|_|Yes	|_|No	

	Invest Devices
	[bookmark: Check13][bookmark: Check14]|_|Yes	|_|No
	Biological Hazards
	|_|Yes	|_|No

	Invest Drugs
	|_|Yes	|_|No
	Chemicals
	|_|Yes	|_|No



14.  Project Focus:  (Mark each item)  
	[bookmark: Check19][bookmark: Check20]Agent Orange     |_|Yes    |_|No
	[bookmark: Check21][bookmark: Check22]Females            |_|Yes   |_|No
	[bookmark: Check23][bookmark: Check24]Prisoners of War     |_|Yes  |_|No



15.  Keywords: (Minimum 3; Maximum 6.  Use Mesh Terms only. http://www.nlm.nih.gov/mesh/MBrowser.html)
	[bookmark: Text24]1)     
	[bookmark: Text25]3)     
	[bookmark: Text26]5)     

	[bookmark: Text27]2)     
	[bookmark: Text28]4)     
	[bookmark: Text29]6)     


[bookmark: OLE_LINK1]
16.  Animal Subjects:  Enter Species and, if applicable, strain of animal.
	1)     
	3)     

	2)     
	4)     




17. Conflict of Interest:
	The Research Financial Conflict of Interest Statement must be submitted with this application for the Principal Investigator and Co-investigator(s) who contribute to the outcome of the study. Protocols will not be reviewed by appropriate subcommittees and the R&D Committee without protocol specific disclosure.  Disclosure of conflicts does not, necessarily, preclude an individual from engaging in research.



18.  Institutional Support:  Mark each applicable item.  A letter from each service providing support for the research study must be submitted.  A support letter template is provided in the application package. (Appendix II)  
	[bookmark: Check41]|_| Ambulatory Care
	[bookmark: Check43]|_| Patient Care
	[bookmark: Check46]|_| MH&BSD

	[bookmark: Check42]|_| Medicine
	[bookmark: Check44]|_| Pathology & Laboratory Medicine
	[bookmark: Check47]|_| Radiology

	[bookmark: Check48]|_| Surgery
	[bookmark: Check45]|_| Pharmacy
	|_| Clinical Research Unit (CRU)

	[bookmark: Check49][bookmark: Text30]|_| Other (specify)     
	
	



19.  Service Chief Approval:  (Signature of NWIHCS Service Chief for a Principal Investigator who has a staff appointment outside of Research Service)

I have read this proposal and agree that the study is relevant to and in the best interests of the VA mission of the department I manage.  I have reviewed the budget and find that the study-related departmental expenses are either reimbursed or absorbed by existing departmental funds.  I acknowledge that unless this proposal otherwise indicates reimbursement, my service will not be reimbursed for staff time necessary for the proper conduct of this study.

I understand that my signature represents my approval for the conduct of this research in my department.


										Date:					

20.  ABSTRACT:    Please provide an electronic copy.  This abstract (500 word limit) must be completed for all research studies (animal, human, patient data/records, etc.).  Refer to Abstract Guidelines (Appendix R) when preparing your abstract.  Submit the abstract via e-mail to the appropriate committee coordinator.  

21.  Principal Investigator’s Assurance:

As Principal Investigator, I have ultimate responsibility for the performance of this study, the protection of the rights and welfare of the human/animal subjects, and strict adherence by all co-investigators and research personnel to all requirements of the IRB, IACUC, Research and Development Committee, federal regulations, and state statutes.  I hereby assure the following:

The information provided in this application is accurate to the best of my knowledge.

All named individuals on this project have read and understand the procedures outlined in the protocol.  All experiments and procedures will be performed under my supervision or that of another qualified professional listed on this protocol.  

I am responsible for the oversight of research-related training for all individuals listed on this protocol.

I understand that, should I use the project described in this application as a basis for a proposal for funding (either intramural or extramural), it is my responsibility to ensure that the description of subjects used in the funding proposal(s) is identical in principle to that contained in this application.  I will submit modifications and/or changes to the appropriate subcommittee as necessary to ensure these are identical.

I and all the co-investigators and research personnel agree to comply with all applicable requirements in the research including, but not limited to, the following:

I understand when conducting human research which requires documentation of informed consent, I must obtain the legally effective informed consent of all human subjects or their legally authorized representatives, and use only the currently approved, stamped consent form.  

I must report unexpected and related adverse events and/or problems.  

I understand if I am an investigator-sponsor of an investigational drug or device that I may have additional reporting requirements required by the FDA and will follow FDA regulations.  [Note:  An investigator at the NWIHCS is not permitted to hold the IND or IDE.]

I understand when conducting animal research, I must complete and abide by the currently approved animal component (when applicable). 

No changes will be made to the approved protocol or consent form/animal component without first having submitted those changes for review and approval.

I will comply with decisions to suspend or withdraw approval of the project.

I will comply with continuing review requirements.  I understand if I fail to apply for continuing review, approval for the study will expire, and study activity must cease until current approval is obtained.   

I will file a final report at the conclusion of this project. 

I assure that the information I obtain as part of this research (including protected health information) will not be reused or disclosed to any other person or entity other than those listed with this application, except as required by law or for authorized oversight of the research project.  If at any time I want to reuse this information for other purposes or disclose the information to other individuals or entity, I will seek approval by the R&D Committee and/or its subcommittees.


Please initial one of the following:

____	Training has been provided for all team members in their role on this protocol as outlined in their Scope of Practice duties.

____	Training has not been completed by all members but will be before they participate in this protocol as outlined in their Scope of Practice duties.

I understand my obligations as an investigator and agree to fulfill them.  The information contained in this application is complete and accurate to the best of my knowledge.



									 						
Signature of Principal Investigator 					Date
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